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WARNING LETTER 

Dear Mr. Buck: 

On April 23,2004, FDA conducted an inspection of your facility, located at 100 Skypark 
Drive, Monterey, California, which provides watering point and lavatory waste service as 
well as drinking ice to private, corporate, and charter aircraft at Monterey Peninsula 
Airport. The observations made during the inspection revealed that your facility is in 
violation of Section 36 1 of the Public Health Service Act and the Interstate Conveyance 
Sanitation regulations at Title 21, Code of Federal Regulations, Part 1250 (2 1 CFR $ 
1250). FDA’s observations were listed on Form FDA 483, List of lnspectional 
Observations, a copy of which was provided to and discussed with Mr. George Taylor, 
Line Manager, at the conclusion of the inspection. A copy of the Form FDA 483 is 
enclosed for your reference. 

During the inspection, the following observations were noted: 

1. In accordance with 21 CFR $ 1250.82(e), there shall be no backflow between 
portable water systems and any other systems. However, there is no backflow 
prevention device on the hose used to fill the lavatory cart with water to make the 
bluing solution used for lavatory flushing aboard the aircraft. 

2. In accordance with 21 CFR $ 1250.67(a), all servicing area piping systems, 
hydrants, taps, faucets, hoses, buckets, and other appurtenances necessary for 
delivery of drinking and culinary water to a conveyance shall be designed, 
constructed, maintained and operated in such a manner as to prevent 
contamination of the water. However, the fill hose for the potable water cart was 
stored in a dirty bucket filled with dirty standing water. 
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3 . In  acco rdance  wi th 2 1  C F R  6  1 2 5 0 .2 8 , a l l  i ce  c o m i n g  in  c o n tact  wi th fo o d  or  
dr ink  sha l l  b e  s tored a n d  h a n d l e d  in  such  m a n n e r  as  to  avo id  c o n ta m i n a tio n . 
H o w e v e r , th e  ice m a c h i n e  h a d  ice scoops  s tored o n  to p  o f it in  c o n tact  wi th a  dirty 
sur face wh ich  w a s  a lso  u s e d  by  e m p l o y e e s  to  s tore ra in  g e a r . 

T h e  list o f inspect iona l  observat ions,  i d e n tifie d  a b o v e , is n o t i n tended  to  b e  a n  al l -  
inc lus ive list o f th e  cond i t ions  obse rved  a t your  facil i ty. It is your  responsib i l i ty  to  assure  
a d h e r e n c e  wi th al l  app l i cab le  statutes a n d  regu la t ions  e n fo rced  by  F D A . 

B a s e d  o n  th e  inspect iona l  & d i n g s , w e  a re  c lassi fy ing your  faci l i ty as  “P rov is iona l” fo r  
interstate carr ier  u s e  fo r  a  pe r iod  o f thirty days.  A  “P rov is iona l” c lassi f icat ion m e a n s  th a t 
th e  faci l i ty m a y  c o n tin u e  to  o p e r a te ; h o w e v e r , s igni f icant  correct ion o f v io la t ions m u s t b e  
m a d e  by  th e  exp i ra t ion d a te . O n  or  a b o u t th a t d a te , a  re- inspect ion o f th is  faci l i ty wi l l  b e  
c o n d u c te d  to  assure  th a t correct ions m e e t F D A  r e q u i r e m e n ts. If s igni f icant  correct ions 
a re  n o t m a d e  by  th e  tim e  o f th e  n e x t inspect ion,  th is  faci l i ty wi l l  b e  rec lass i f ied as  “N o t 
A p p r o v e d ” fo r  carr ier  u s e . A s s i g n m e n t o f ‘W o t A p p r o v e d ” status m e a n s  th a t w a ter, 
w a s te  serv ice,  a n d  dr ink ing  ice wi l l  b e  proh ib i ted  f rom u s e  by  interstate conveyances  a t 
your  M o n terey,  Cal i forn ia  faci l i ty u n til th e  v io la t ions h a v e  b e e n  correc ted a n d  th e  faci l i ty 
h a s  b e e n  re- inspec ted by  F D A . 

Y o u  shou ld  n o tify th is  o ffice in  wri t ing, wi th in fifte e n  work ing  days  o f th e  receipt  o f th is  
letter, o f th e  speci f ic  s teps th a t y o u  h a v e  ta k e n  to  p r e v e n t a  recur rence  o f th e  c i ted 
d e f ic iencies.  Y o u r  response  shou ld  inc lude  a n  e x p l a n a tio n  o f e a c h  s tep b e i n g  ta k e n  to  
correct  th e  v io la t ions a n d  p r e v e n t the i r  recurrence.  If correct ive ac t ion c a n n o t b e  
c o m p l e te d  wi th in 3 0  days,  state th e  r e a s o n  fo r  th e  de lay  a n d  th e  d a te  by  wh ich  th e  
correct ions wi l l  b e  c o m p l e te d . Inc lude  cop ies  o f a n y  ava i lab le  d o c u m e n ta tio n  
d e m o n s trat ing th a t correct ions h a v e  b e e n  m a d e . Y o u r  response  shou ld  b e  d i rec ted to : 

Randa l l  P . Ziel inski ,  C S O /ITS  
U .S . F o o d  a n d  D r u g  A d m inistrat ion 
1 4 3  1  Harbor  B a y  P a r k w a y  
A l a m e d a , C A  9 4 5 0 2 - 7 0 7 0  

Y o u  m a y  w ish  to  fax  your  response  to  M r. Z ie l inski  a t (510)  3 3 7 - 6 7 0 3 . 

S incerely ,  

B a r b a r a  J. Cassens  
District Director  
S a n  Franc isco  District 

Enc losure :  F o r m  F D A  4 8 3  


